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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 2, 13-20, 42, 43, 46, 48 and 49 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Lai (5,509,328). 

Lai discloses a device comprising a first elongate member 10 having a female 
connector with opposed arms 13 and a second elongate member 20 having a male 
connector 40 adapted to mate to the female connector (see Fig 2). The members are 
adjustably coupled to one another. A fastening element locks the elongate members in 
a fixed position. The devices are angularly adjustable in a single plane. The opposed 
arms define a recess for receiving the male connector. The device includes a bore 14 
extending through the opposed arms on the female connector and through the male 
connector, and a central mating element 51,52 extending through the bore for mating 
the male and female connectors together. The central mating element comprises a 
cylindrical member 51. The device rotates about this member when it is in a loosened 
state. The cylindrical member is fixedly coupled to a portion of the female connector, 
and the male connector is free to rotate about the cylindrical member when loose. The 
fastening element is effective to engage the cylindrical member to prevent movement of 
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the male connector relative to the female connector when tightened. The fastening 
element comprises a slot 43 extending through the male connector such that the male 
connector is in the form of a clamp, and wherein the device further comprises a 
threaded fastener 44 adapted to engage and mate with the male connector to clamp the 
cylindrical member within the bore. The female connector and male connector rotate 
about a central axis extending substantially perpendicular to an axis of the first and 
second elongate members. The fastening element is adapted to extend into a 
connector along an axis that is substantially parallel to the plane of adjustability. The 
diameter of the first and second elongate member appears to be substantially the same. 
A terminal end of the second elongate member is at an angle to a longitudinal axis of 
the second elongate member. 

Claims 1, 2, 7, 9, 13-16, 20, 42 and 43 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Yue (6,007,536). 

Yue discloses a device comprising a rod 1 that can be fixed at an angle with 
respect to a plate 2 by means of a fastening element 4 (see Figs. 1A-1C). The device 
adjusts in a single plane. The plate includes a female connector having arms that 
receive a male connector (see Fig. 1B). A bore extends through the male and female 
connector components to allow rotation about a cylindrical mating element attached to 
the female connector. The fastening element is mated with the female connector. Both 
the plate and rod are capable of being implanted and used for spinal applications. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 8, 10, 47 and 50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Yue (6,007,536). 

With regard to claim 8, Yue discloses the claimed invention except for disclosing 
that the device could be comprised of rods (or plates) instead of one rod and one plate. 
However, given the disclosure of both a rod and a plate, it would have been obvious to 
a person of ordinary skill in the art, to have configured the device with two rods (or 
plates) instead of one rod and one plate, in order to address the exigencies of surgical 
necessity or patient anatomy. 

With regard to claims 10, 47 and 50, Yue discloses the claimed invention except 
for explicitly disclosing different diameters or an offset angle of 90 degrees. It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to form the device with differing diameters or with an offset angle of 90 degrees, 
since it has been held that where the general conditions of a claim are disclosed in the 
prior art, discovering the optimum or workable ranges involves only routine skill in the 
art. In re Alter, 105 USPQ 233. 
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Response to Arguments 

In response to applicant's argument that Lai is not a "spinal fixation rod", a 
recitation of the intended use of the claimed invention must result in a structural 
difference between the claimed invention and the prior art in order to patentably 
distinguish the claimed invention from the prior art. If the prior art structure is capable of 
performing the intended use, then it anticipates the claim. In the instant case, that the 
structure of the device of Lai meets the claim limitations, as set forth above, and is rigid, 
is a sufficient indication that the device could be used to provide a support means for a 
spinal column if it were so desired. The functionality need not be optimal, but rather, the 
device must merely at least be capable of performing the intended use. It is noted that 
spinal fixation rods are not always "implanted in the spine" as asserted by Applicant. 
Instead, and more frequently, in fact, they are fastened outside of the spinal column and 
secondary fasteners such as bone screws, pins or clamps secure the rod to the column 
itself. Thus, the argument that Lai discloses a "handlebar tube" does not make it 
unsuitable for the intended use. Moreover, it could be implanted in an animal species if 
desired as it is nothing more than a rigid metal support. With respect to Yue, it is 
maintained that the fastening element is mated with the female connector as set forth in 
the rejection and as can be seen in, for example, figures 1A-1C. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Comstock whose telephone number is (571) 272- 
4710. Please leave a detailed voice message if examiner is unavailable. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Eduardo 
Robert can be reached at (571) 272-4719. The fax phone number for the organization 
where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




D. Comstock 
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